Patent 
801505-2199 

REMARKS/ARGUMENTS 

Claims 1-12 and 23-37 have been cancelled, claims 13-14 and 16-18 amended, and 
claims 39-50 added. Claims 13-22, and 38-50 are presently pending. 

THE AMENDMENTS 

New claims 39-50 are directed to a method of treating infertility or of improving 
fertility, which was previously included in claims 13-22. 

None of the amendments present new matter. The new claims are supported by the 
original claims and the specification as filed, for example, at page 6, lines 10-24; and page 
8, lines 1-16. And the amendments to the claims were made to correct typographical errors 
and to separate the methods of treating infertility and improving fertility from the claims 
directed to treating endometriosis. None of the amendments are intended in any manner to 
narrow the meaning or scope of any claim terms, for any reason of patentability or 
otherwise. 

THE INTERVIEW 

The courtesies extended by Examiner George to Applicants' representative Rodney 
Fuller during the interview on May 11, 2004 are noted and appreciated. The comments and 
amendments presented herein are substantially the same as those that were presented and 
discussed at the interview. As requested during the interview, Applicants have now 
cancelled the composition claims (1-10, 36 and 37); amended the method claims to clarify 
that the method of treating infertility or of improving infertility is associated with inhibiting 
retrograde contractions or improving uterine contractility (see new independent claim 39); 
and have included in their response the arguments and citations discussed during the 
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interview supporting the fact that endometriosis is different than dysmenorrhea —the 
subject matter of the prior art cited by the Examiner. 

THE REJECTIONS 

Rejection of Claims For Nonstatutory Double Patenting 

The rejection of Claims 1-10, 36, and 37 under the judicially created doctrine of 
obviousness-type double patenting, as being unpatentable over claims 1-6 and 13-15 of 
U.S. Patent No. 6,126,959 was maintained. 

Applicants have now cancelled claims 1-10, 36 and 37 and therefore respectfully 
request that this rejection be withdrawn. Applicants reserve the right to file one or more 
continuation applications to pursue any of the cancelled claims without prejudice. 

Rejection of Claims Under 35 U.S.C. § 112, first paragraph 

Claims 13-22 were rejected for lack of enablement. The Examiner states that while 
being enabling for the treatment of endometriosis, the claims are not reasonably enabled for 
a method of treating infertility or improving fertility. 

As discussed during the interview, Applicants have amended claims 13-22 to delete 
the phrase "or infertility or of improving fertility." Claims 13-22 are now directed solely to 
a method of treating endometriosis. New claims 39-50 have been added and are directed to 
methods of treating infertility or of improving fertility by inhibiting retrograde contractions 
or by improving uterine contractility. The new claims also require the amount administered 
be sufficient to improve uterine contractility or inhibit retrograde contractions. 

With the teachings disclosed in the present specification, one skilled in the art 
would be enabled to practice the invention —a method of treating infertility, or of 
improving fertility, by inhibiting retrograde contractions or by improving uterine 
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contractility — without any undue experimentation. As set forth on page 8, lines 1-18, by 
inhibiting retrograde contractions, the rapid transport of sperm from the cervical area to the 
distal end of the tubes where fertilization takes place can be improved. The retrograde 
transport has actually been visualized using a technique referred to as 
hysterosalpingoscintigraphy. 

In view of the new claims and the teachings of the present specification, Applicants 
respectfully request that this rejection be withdrawn. 

Rejection of Claims Under 35 U.S.C. § 102(e) - Harrison Evidenced By Peterson 

Claims 1-3 and 6-10 were rejected as anticipated by Harrison U.S. Patent No. 
6,197,327 as evidenced by Peterson U.S. Patent No. 6,207,696. Claims 1-3 and 6-10 are 
cancelled herein. Applicants therefore respectfully request that this rejection be withdrawn. 

The Examiner also maintained the previous rejection of claims 13-19 and 22 as 
being anticipated by Harrison as evidenced by Peterson for the reasons stated in the 
previous Office Action dated June 18, 2003, on pages 4-5. 

Harrison is directed to a device and method for treating dysmenorrhea. In stark 
contrast, the instant claims are directed to treating endometriosis or infertility, or to 
improving fertility. As explained in great detail below, Endometriosis and, even more, 
fertility and infertility, are only peripherally associated with dysmenorrhea, at best. 

The Examiner relied on Peterson to teach that "secondary dysmenorrhea is the pain 
associated with endometriosis." As we explained during the interview and as we will 
explain below, there is no correlation at all between primary dysmenorrhea and 
endometriosis, and there is no absolute or definite correlation between endometriosis and 
dysmenorrhea. Furthermore, Peterson itself notes that prostaglandins "are at work, for 
example, in primary dysmenorrhea (frequently given the short-hand abbreviation 
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"menstrual cramping"), secondary dysmenorrhea, in the pain associated with 
endometriosis, in pre-term or premature labor, and in other instances of uterine 
hypercontractility and ischemia." Col. 4, lines 30-35 (emphasis added). Thus, the cited 
portion of Peterson is not suggesting that dysmenorrhea "is" the pain associated with 
endometriosis, as suggested in the Office Action. Rather, Peterson merely lists both 
dysmenorrhea and the pain associated with endometriosis — not endometriosis itself — as 
two separate, distinct conditions associated with prostaglandins. 

Thus clarified, the disclosure of Peterson, even together with Harrison, does not 
establish a direct connection between dysmenorrhea and the pain associated with 
endometriosis, let alone with endometriosis itself. 

As explained during the interview, endometriosis is different than dysmenorrhea. 
Dysmenorrhea is defined typically as painful menstruation. Dysmenorrhea afflicts about 
50% of menstruating women, with primary dysmenorrhea being much more common than 
secondary dysmenorrhea. See, for example, Taber's Cyclopedic Medical Dictionary (2001) 
("Taber's") at pages 650-51 (copy attached). Primary dysmenorrhea usually begins just 
before or at menarche, and is thought to be associated with uterine ischemia and increased 
contractility due to increased production of prostaglandins. Id. at 650. There is no 
correlation between primary dysmenorrhea and endometriosis. 

Secondary dysmenorrhea is described as potentially associated with many 
conditions, including not only endometriosis, but also pelvic inflammatory disease, use of 
an IUD, fertility problems related to imperforate hymen, uterine leiomyomas, adenomyosis, 
cervical stenosis, ovarian cysts, or pronounced uterine retroflexion and/or retroversion. Id. 
at 651. Treatment of secondary dysmenorrhea typically consists of administration of 
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* nonsteroidal anti-inflammatory drugs for pain management, and can include medical or 
surgical management directed to relieve the underlying problem. Id. 1 

In contrast, endometriosis is a condition in which endometrial tissue has 
developed abnormally, extending outside the uterus. See, specification at page 1, lines 
13-14; Taber's, at pages 702-03 (copy attached). Classic treatments of endometriosis 
typically attempt to mimic menopause or pregnancy, thereby also blocking ovulation. 
Specification at page 1 , lines 21-27; Taber's, at 702. If necessary, surgery may be used to 
correct the condition. "The definitive treatment for endometriosis ends a woman's potential 
for pregnancy by removal of the uterus, tubes, and ovaries." Taber's, at 703. 

Thus, Harrison in view of Peterson do not anticipate the instant claims even with 
regard to endometriosis, let alone infertility or fertility, which are not even metioned. 

In order for a reference to anticipate a claim, the reference must teach every element 
of the claim. Neither Harrison nor Peterson teach a method of treating endometriosis using 
a composition comprising a 0-adrenergic agonist and a bioadhesive carrier administered 
locally to the vaginal mucosa. 

One skilled in the art would not consider a treatment for dysmenorrhea — treating 
pain — to be an effective treatment for endometriosis — treating endometrial tissue that has 
developed abnormally, extending outside the uterus. 

In addition, nothing in Harrison or Peterson teaches a method of treating infertility 
or improving fertility. 

For these reasons Applicants respectfully request that this rejection be reconsidered 
and withdrawn. 



Note that primary dysmenorrhea may be treated with oral contraceptives or nonsteroidal anti-inflammatory 
drugs. See Taber's at page 65 1 . However, as discussed above, this type of dysmenorrhea is not associated 
with endometriosis. 
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' Rejection of Claims Under 35 U.S.C. § 102(e) - Peterson 

The Examiner maintained the previous rejection claims 6 and 7 as anticipated by 
Peterson U.S. Patent No. 6,207,696. In view of the cancellation of claims 6 and 7, this 
rejection is now moot. Applicants therefore respectfully request that the rejection be 
withdrawn accordingly. 

Rejection of Claims Under 35 U.S.C. § 103(a) - Harrison Evidenced By Peterson 

The rejection of claims 4, 5, 20, 21, 36, and 37 for obviousness over Harrison in 
view of Peterson was maintained for the reasons set forth on pages 6-7 of the June 18, 
2003, Office Action. 

Applicants respectfully traverse. First, claims 4-5 and 36-37 have been cancelled. 
Furthermore, Harrison in view of Peterson does not make claims 20-21 obvious. Harrison 
addresses only the treatment of dysmenorrhea — primary and secondary. As fully explained 
above, there is no correlation at all between primary dysmenorrhea and endometriosis and 
no absolute or definite correlation between secondary dysmenorrhea and endometriosis. In 
fact, secondary dysmenorrhea occurs frequently without any association at all with 
endometriosis. Peterson fails to remedy the deficiencies of Harrison and does not teach or 
even suggest that endometriosis itself may be treated with 6-adrenergic agonists. 
Furthermore, neither Harrison nor Peterson disclose or suggest fertility may be improved, 
or that infertility may be treated, with 8-adrenergic agonists. One skilled in the art would 
not be motivated to treat a subject suffering from endometriosis, e.g., primary 
endometriosis with B-adrenergic agonists. The prior art simply does not teach or suggest 
that endometriosis could be successfully treated in this manner. 
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Thus, even the combination of Harrison and Peterson do not render obvious the 
instant invention with regard to treating endometriosis, infertility, or improving fertility. 
Therefore, Applicants request that this rejection be reconsidered and withdrawn. 

Conclusion 

In view of the foregoing remarks and amendments it is believed that the entire 
application is now in condition for allowance. Should any issues remain, please feel free to 
call Scott Blackman at (202) 371-5795 or Rodney Fuller at (202) 371-5838, to expedite the 
allowance of all the claims in this application. 

No fees are believed due for the claim amendments made herein. Should any fees 
be required, however, please charge them to Winston & Strawn LLP Deposit Account No. 



50-1814. 



Respectfully submitted, 



Dated: May 26, 2004 




WINSTON & STRAWN LLP 
Customer No.: 28765 



(202)371-5700 
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